


ANTIMICR%#BIAL
TESTLABORATOR...S

Study ID: GLP1290 Client: Sterilex Corporation Protocol Number: P1331

PROTOCOL

{ESTLABORATORIES

Protacol for GLP AQAC Use-Dilution Method
P1331

Puge 2 of i3

L. Introduction

T3 dozurren® detoshs the molenals ond prccedure for eva'ualing the eflivzey of bquid disinfersenis unng “he ADAC
Use-Dilufion Metod 1 occordznce wizk Good Laorolory Pradiice Standards {GLPS) stipudazed by 40 CFR 160, (s
docurrers akia explains the “orms and coadifion: of tesr g

. Purpose

Tho purposa of Ihis shudy 15 (o dorumacy the efficey of e test sulntunca opoira? e test system frmcroogonmsr) unden
the wecrhed tes? perarlers

. i, huvtification for the SelecdScn cf Test Syvtern IMicroorganizzn)

The Unned Stoles Environmeniol Prasection Agency [USEPA] raguires spacifc ontawczobinl claims made for dis cdectards
for uae on hard surinses and sold in tha Uniad States ro ba zupporied by ralgvant ost sesbems (msrvaorganmms)
autlingd i EPA Produc Parformancs Test Guirdalines, OCSPR 310 2200, Disnfourals for Uss on vird Sixdocss-
Ecocy Duto Recommendohers end oflvwr releted TPA gu.dance

V. Terms and Conditicns

Studies by Ant yus-abial Toss Laborararies are eorduced 0 accotaante wa it ganaral tarms ord condsdions passed an
www AntimicrobicTTesiLooralorias.comfterms.him

Poor 1o sidy snihalion, Antumerobal Test Loboroto o must iacarce B apptivesd ot wgned rolocot, test subissancs
ond peyient. Chonges 10 e syined, opproved prctacol will requue amendimert and Moy incur cddilionzd fees
Congeliotion of the sy ony tame ofter 4 prolotcl has besn sgned wll resuh in a canceflation fee of up fo 10UY of
the fotal shugy cos, to be celerrr.1ed by loboratory manopement o ifs sole disration,

Prtvricrobicl Test inbe~atarics may seoeat studias, frec of chargs, in the avant of umsntended protacol aan-
condormance, if the nan-contormance is dalgrmingd by the Sturdy Director 10 have aliecied the sludy culcome. I ity

nagtiziizghon avsien adigd for 0 study o not odeg H Aty woll be dosmed “siconcduzve” gad the Pudy
Sponso: wili be resp le Tor e cost of 4w study dihon, the Study Spo-sor is respenutle or the cor of ot
studves perfonned 1o corfiim “te oviveme of o previows stusy ard dor evsering thot the sudy will meet e 7 regulasoy
obectives.

The Study Snonsor rrasst ebton written cansers fremr Antimcrobia: Test Labiorenore ta use or publish @ pratacols,
shdy reparts (o1 pots thereof), bogo o erployee names for nacketing purcases

fest wubsmanze chzracrerizolion as to condent, sstilivy, e1c., is the resgensbility cf sre Study S . The 1ast sub (3
shal] be chsacerzed by the sporsos prew 1o she complaian of this sudy.
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Vi Snudy Parormeters, Incorporated by Reference

Number of Tasis Compruing iha Study — 2 {1 Test pes Tast Subgtance Lot par Test Microorgonism)
Cotrier Typo — Soinfess Soeel Penicylinder
Noumbur of Cavrers par Test Substonce — 10
Test Substonce Form — Dikion Required (1:1-100 31 Steridex Ulire Disitdechar Cleaner Scivtion 1 + ) past
Serilax Ulro Adivelor So 4+ 10 party Diluert
lest Substanse Diluent — 400 x 10 PP AOAL Synihefic Hord Woter Salution
Test Temperature - - 20 = 19°C
Coranet Tima ~— § Minutas = 5 soconds
Qrganx Soll Lead — 5 = 0.1% jv/Y) Fetal Sovine Serum {FBS)
. Navteg! rshion Broth — Daw/Englay (D/E) Broth supplemented with 0.1% catolore

Proposed Experirwrtol Start Dite 19/UN201S
Proposed Experimental Terrunahon Dale: 195012015

VIl Test Symem {Microosganism

Latoria monocytogenes ATCC 15313
Vil Materials

*  Pure cuiture of the ‘o2t syziem [rcroorgarzmi

= Suiliciend quardily zlenlo 8 £ 1 mmad, 6 2 1 mmid, 10 & 1 nwm length, lypa 304 ssxainloss staal perecylinaers free
of vislle lawy. For g 6D conwe =, ot leost €9 4o s 5 mecessory pes macioagun-wm ord ka of product ered
(5D test torners, § motuburn condrol cormers, ¥ neviraliegtcn sonirol corrrer, and Z vabily comead cotners), Esto
corriers may be prepared 2 use ir the dudy.

*  Sufficient volume of reogert grada 1N NoOH solution,

= Suificient quanity of claon, staate 100X 15 mm steede Para dhas.

»  Suthcie guonhily of tenle ? em Whoimon £2 (o equnale-d) filte- poper rourds.

*  Suficiont quandily of 20 u 150 mm el tubds contasning 10 mil zenle AOAC Symthatic Broth or Nutriam Brath

*  Suiae quantity of Serile petri dhhes

¢ Sulficiont volume of sterdn tenal bovine sorum for addibon of antifaol “so i lnad fo micrabiz: eLitare if oppEcable

* Suihcet Cemn, gliedy 255 1C0 1mm tust bes

*  Sydficiel ster fe tubes contuirung stenle phosphote-buffered yo-re, for ditulion of microtual suspensons prno- to
plafing.

= Sufficicat rumber ard volume of ster-'e Potri wahas ana sierde Tryptic Say Agar or other approgriate growth opar
ior enumarotion of dluted n» crobinl ausparsior

¢ Suilickent rramber of 25 % 150 mm tas) Lbas contzernag 10 mil alande sibgiilise neulrolisaban brath

*  Yws or mare bent wire romfer hooks ol g lype 1ot can ke flarra. senlized quiccly yei are strorg encugh to &
zupeart the weght of a perocylinder during warcfer “rom ora *ube 1a “he noxt.
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*  Thes substonce = 10 he yoed withnn 3 bouss of gregmokon.
Brazavation of Test Tubes dor Subculiure/Netolization ood Inpubatien.el Treped Corsais

*  Bufore tho lgal top 7, the subcutture/rmutiolizanan 1zt hibes are propored by clowg-ay, fullowed by Y arldrion of
10 ml of ur ppproprate suboulture neutrabring medivm and steam dedlaes prior 10 uze,

Preparalion of Test Cagiers

*  Batacs the i), clean stnunass s9al sarteart are scoked in frash TV NaQb ot of feost {2 haurs
*  Cortiers are thocoughly +oed vong mallizle lop-water arses folowed by o double R/O warer ninze.
. *  An a’quot of rinse watar from tha Eaol 20 walar rinse is t2Bociad, and mived with 23 draps phanalphthale~  if

ulkohndy 12 observed frinse waler uuns pink| the carrress are re-rinted Lar; olkaliny is P lorger obsered

¢ Carriers are dotribuled 1o a1 & ppropt 3¢ aviodasable cenlainer, coserad with caiomzed c¢ reverse gamosiz
waias aad sieam stanbzed,

= Camgrs g 9 iownd 10 ¢oo! 10 10GM. 1amea1otu g pOBT 19 use 0 the sludy

*  Pear fo use in the thidy, carriens are observed for Ylows and fiawed comers are diccarded.

Prasarolion of Taut Colree

* Ady b cvirne of e tost mniicorguicm 5 crecied Soin the imoronal Iibray Foser sieck culture m 10 o8 £0AL
Synthefic Brath ar Nutrient Brath. This culrure is inouboiad for 24 + 2 haurs @136 1 1°C.

*  Subsgnuent daily transfors {5} oo mado by iransfarring 0.61C mi of the most recant daily transier cublurs non 10
mi AOAC Smitherc Brob or Nuloent Broth ¢od creuboted for 24 = 2 hours ot 38 * 1°C Ordycoe dody frar der s
required zeior 10 inliohor: of the Imal lest culiure

¢ Adest auliure 15 itaated by ranzfarrrg 0.010 mi of the most recertt Saily fransher culhure irdo on oppaoprioie
mucmbar of lext fubac, aoch eontamung 10 a2 AOAT Spathotic Broth or Nutesnst Binlb aid inguhotad inr 48-54

hours ot 36+1°C

*  Tezt cultures are voctes mixed ond allowed 10 21h0n * * room lenparature for = 10 mitntes

¢ Remave the upper porior. of the naed cutarels), .__. rg boh nd o7y debnz ar clumps, ond pocl in on apprepritle
veriadls)

*  For the purpcse of achieving oc rer counts withn the ro-ge of the study, diuton o+ conceniration of the fine: teal
evitiae may be porformed using the: culture medium uzad ta genarssa hg test calture. Monipslation of the final rezt
culiura shauld he moda prior to the addiian of the crganir zod ioad Morupuialog tgst cublures are used within 30
rrtstes fer coenar inoastation.

Supplenaniabon of Tesr Criy:e with Orgonis “Soi Load
*  Thawsd, serils fasal bowne terim is agdes to tha poolad tast catum such thot fe final corwantmaton 150 &

C % {ofo] f opphcoble
¢ The test oubiure-so ' Fihee 3 swirled gethy to max.
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~  Abe gornicaton, The lesi vhes are peclad for eodh 1 of three ca-ngrs, sarnlly ddvgd n sieals PES and platad n
duplicate within 2 hovs of sooication using standord ddulion ord plas g teckniques

¢ Enume-ahan plotes are incubsated for €8 = 2 hours fours g 36 + 1°C.

«  The nurrber of microorgonams prazant on the carrers alier dry ng is dotarminad Ls.ng the ollewing formuda,
ncheding counts of *0,” and excluding didutiom wr caunty of *>30C * CFUJ ~ Colory Feamong Uity

mvnmcmmmgds%uﬁwmsmm:x = CF/mi
+ +

JC Wl X0, « CFLM grr.eer
NOTE Cther cilwrons maoy be piated (1 sne ever! that @ ioner 'noble concenronar 13 expeoed.
. tessrolzofion Conirol
o Astrde pewrsoculaied cerrres iz rambon ed 10 6 hest lubg conte map 10 ml 0f the lest substorce  Aftar the spat fied
contor hime hos elopsed, the comer i trancéerred 15 o subcuie/neulrolzoten bralh sest lube, without clicwang
cxcess Buid o d-on a¥f o Ere conier.
e Afer ironshar, the es* tube ‘s .noculoted with 10-100 CFY of tast ir craorgoaism {chtainad by serial dduhan ‘n FBY,

und intybated o'gng with the other eyt rubes
»  The mowlum 1 plated i dugheale o verdy the rumder of CRU odded cad acubated olorgexde the 1991

Yottt Contig)

o Orglo two moculaled tew crrrmes are placad -n udwdust subcalure/vgyre: 2ahon brofh ubes and inqubeted
alangside +e e

Subculvor/Disurotzation Sarifity Contial
«  Atert buhe conto mng only ssbrulture/rmtralizolion broth o incuboled o’angside Waoled sorcwars
Cauriee § c I

* A zterile usinaculared camar iz odsad o o test "ube coraning wibti taradnoutrai zatian broth ans i nzuboted
alongidy fieokn) corness

Tyt Mo roo-guimn Putdy Coptigpl

*  Aloopiul af the te) ke vses iy sudy 5 sdbvred 1o growth ops: medium ond intubated alergroe
erumergion glates to momphologicetly confirm presence of a pure cllure
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* The "so4” derddy corro! is negotive for growdh if appcoble
+  Tho nwdio stent™y contrals arn negatiee far growss

+  Reteshing pudonoe foc disnfechion lolows
*  \Whan q test foils ard the fog .. dersity ¢* the tesl carricrs = below 4.0, no reveshng 3 necessory.

X1 Reporhng

*  Ratuliz ane repaeted accurately ond {uly, n acconance wrk EPA GLP |40 CFR Port 180y A draft report wili b=
proadad lor ranaw by the Study Ssansar poar "o vady complation.

' X1, Doto and Samgie Reeation

¢ The sudy report and correspendirg Zaba sheets w i be held in the arch «es of Antrrecrabial Yeat Loboratares for ot
laozt 2 yoars after the dota of the fieol raport ond then moy ba deatroyed. H me study iz usea by the Study Sporaor
in support of o fobal ciowrs, documentation may he raturned 1o tha Sudy Sponsor far archivang ar Sudy Seansor's
expanse

¢ The fest susstonce moy be reuined 1o the Siudy Sponsor ot Study Sporsor’s equest and experse weed n 30 doys of
=udy complation. H the Sudy Spansar daes nof request rebum of tha sompie, it w be desioycd >39 days ofxr
study comgplatian.

X% Quality Canirol

¢ the sudy 1= corduited in acenidonce wak Antimictobz Ted Loborolores” Quolty Misuagement Syvert aad will
urdargo a full quoiy otzusance revew. Al protecal cmers!mands wilt be fully recorded and recortes, oz welt oy
ony devanons from the preracol.

Y3V Reterences

¢ “Assoaation of (Hiiciol Aralyhcol Chenmls, tremnat onol * ADAC Ofca! Mehod 955 15 Teahmg Orsmlecionts
Againsr Srophylococcws aurous. Raazad 2013

*  US EA Produd Parformonca Tat Guxdalnas OCSPP 510.2200. Dizrdecionts bar Use on hard Suroms  Edicosy
Duata Recommedohions

XV. Protocol Apgrova’

", the Sudy Sposoyr, hove ceca ond undersiand the study peatocol 8y sigmng iz prosocc) | am cerfpng ot s
information ard pzrameters aczurotely acscribe the terls) to be comphetes in accosdanse with Cood :oborasxcey
Practice Stondords IGLPS] stipulcied by 40 CFR 160. { hawe also read, v dorstord end ogree o the ferme ord
condirent listed in *ne protosa. ¥
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